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Quality Through Nature

Office of Nutritional Products - -

Labeling and Dietary Supplements (HFS-810)

Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Pkwy

COLLEGE PARK NOV 3 ¢ 2004
MD 20740

November 5, 2004

Re: NURSING TEA

Pursuant to 21 CFR Part 101.93, Weleda, Inc. is filing a Statement of Nutritional
Support for the Dietary Supplement marketed as NURSING TEA. Please note
that the “Nutrition Facts” panel has been replaced by the “Supplement Facts”
panel, as required. Weleda notified FDA of this intention in a letter addressed to
Dr. Susan J. Walker on April 2™, 2004. This notice serves as a confirmation of
the actual labeling update.

1. Marketed by: Weleda, Inc., 175 North Route 9W, Congers, NY 10920.

2. Text of Nutritional Support Statement being made: “Supports Healthy
Lactation.”

3. Name of dietary ingredients: Fenugreek seed, Anise seed, Fennel seed,
Caraway seed and Lemon verbena leaves.

4. Brand Name: NURSING TEA.

5. Substantiation information on file at the company office. The corporate
officer who can certify same is Erk Schuchhardt, President of Weleda, Inc.

A copy of the labeling is attached (box).

Yours truly,

e . C\A'AOXWW - («paﬂu/
Petra Augenstein-Caporale, RPh q 0’50 ‘

Chief Pharmacist
Weleda, Inc.
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Weleda, Inc., 175 North Route 9W, Congers, NY 10920
(800) 241-1030 v Fax: (845) 268-8574 v e-mail: petra@weleda.com v Internet: usa.weieda.com
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Supplement Facts Données sur fe supplement
Servings per container 20 Portions par bolte /(v
ey Setwng e 1 Tea bag (2g) Potton_ 1 achet (7g)
Amount per serving % Dally value Quantité par portion % Valetr quolidieane
Fonugmek (seed) SOmg - Tenugree (granes) S00mg -
Anise (oed) - Arus (graines) 400mg -
Caiaway (seed) 400ma .- Carv (raines) 400mg -
Fennel (seed) 400mq d Fenou (grames) 400mq o
Lemon verbena dleaves) 300mg = Verveine dironnelte (fesies) 300mg >
= * Day value not established “*Valeit quohidienne non Mablie

Made 1n Germany / Fabrnqué en Allemagne
Distribusted by / Distribué par WELEDA INC , NY — USA /
Punty Life Health Products Ltd Ontano - Canada www.weleda.com

Weleda vou Faitschachtel ot threig L igab Packmitteikontrolle:
TA0M4 Formst 12v8574mm ([ treigegeten Dltrety T reigegeben

Druck: Abtswinder/masterpack  Material-Nr. 20430800 On.x freigeged . Koeraktur trei . Korrektur freigeged
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